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Methods Long-term safety findings from real-world 
sources (published literature, post-marketing 
surveillance data, customer survey) were collated and 
compared with safety findings from the pivotal trials of 
unilateral and staged bilateral MRgFUS thalamotomy in 
patients with ET. In addition, a literature review was 
conducted to identify published results on MRgFUS 
treatment in PD.

Essential Tremor (ET)
Pivotal Trials on Unilateral MRgFUS thalamotomy in 
moderate-to-severe ET reduced tremor by 47% at 3 
months vs. 0.1% with sham (p<0.001) [2], with mostly 
mild/moderate non-transient AEs such as paresthesia and 
imbalance; no new AEs were reported over 5 years (Table 
1) [2,11,12]. Bilateral treatment (n=51) showed a 66% 
CRST improvement, with similar AEs including dysarthria 
and taste disturbance (Table 2) [5]. A literature review of 
16 studies (n=1214) confirmed comparable safety, with 
mild transient AEs (e.g., headache, nausea) and mild-to-
moderate gait/sensory disturbances (Table 3) [13–28].

Magnetic resonance–guided focused ultrasound (MRgFUS) is a CE-approved, non-invasive treatment for movement 
disorders as Parkinson’s disease, Essential Tremor, and for neuropathic pain. Since 2012, over 25,000 procedures have 
been performed globally, with growing adoption across Europe. Clinical trials show promising safety and efficacy; 
ongoing real-world evaluation is essential to fully understand long-term outcomes.

Parkinson’s Disease (PD)
Pivotal trials and literature on four MRgFUS targets (GPi, 
VIM, STN, PTT) reported mostly mild AEs, including gait 
issues, speech disturbances, and paresthesias (Table 4) 
[3,4,6–10].

Post-Marketing Surveillance
Among 21,922 real-world procedures (2017–2024), 256 
AEs (1.2%) were reported, mainly gait disturbances, 
imbalance, and paresthesia, with no unexpected safety 
signals (Table 3).

User Survey
In 2024, 56 users from 29 centers across 11 EMEA 
countries rated MRgFUS safety. The average satisfaction 
score was 4.1 out of 5, with 85% rating it as very good or 
excellent.

Conclusions
Real-world data confirm the 
safety of MRgFUS for ET and PD, 
consistent with pivotal trials and 
literature. No trend in 
unexpected AEs was observed. 
These findings support MRgFUS 
as a safe, advanced therapy for 
movement disorders.
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